United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COiMMERCE 
United States Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Atexandria, Vnginia 22313-1450 
wvw.ii5p(o.gav 



APPUCATION NO. 



FIUNGDATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. 



CONHRMATIONNO. 



10/042,202 



01/11/2002 



Adrian Vivian Sinton Hill 



S13 7590 0S/12/200S 

WENDEROTH, LIND & PONACK, LX.P. 

2033 K street N. W. 
SUITE 800 

WASHINGTON, DC 20006-1021 



2002.0026 



6969 



EXAMINER 



SCHWADRON, RONALD B 



ART UNIT 



PAPER NUMBER 



1644 



DATE MAILED: 05/12/2005 



Please find below and/or attached an Office comnninication concerning this application or proceeding. 



PTO-90C (Rev, 10/03) 



OfficG Action Summon/ 


Application No. 

10/042.202 


Applicant(s) 
HILL ETAL 


Examiner 

Ron Schwadron, Ph.D. 


Art Unit 
1644 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 
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1. Applicant's election of Group I in the reply received 11/2/2004 is acknowledged. 
Because applicant did not distinctly and specifically point out the supposed errors in the 
restriction requirement, the election has been treated as an election without traverse 
(MPEP§ 818.03(a)). 

2. Claim 18 is withdrawn from further consideration pursuant to 37 CFR 1 .142(b) as 
being drawn to a nonelected invention, there being no allowable generic or linking 
claim. Election was made without traverse in the reply filed on 9/19/2002, 

3. Applicant's election of the peptide SEQ ID N0:1 in the reply received 2/17/2005 
is acknowledged. Because applicant did not distinctly and specifically point out the 
supposed errors in the restriction requirement, the election has been treated as an 
election without traverse (MPEP § 818.03(a)). 

4. Claims 13,15,17 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b) as being drawn to a nonelected species, there being no allowable generic or 
linking claim. Election was made without traverse in the reply filed on 9/19/2002. 

5. Claims 12,14,16 are under consideration. 

6. Applicants need to update the status of all US applications disclosed in the 
specification. 

7. The abstract of the disclosure does not commence on a separate sheet in 
accordance with 37 CFR 1 .52(b)(4). A new abstract of the disclosure is required and 
must be presented on a separate sheet, apart from any other text. 

8. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the inventfon, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his inventbn. 
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9. Claim 16 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. 

The specification is not enabling for the claimed vaccine. The specification does 
not disclose how to use the instant invention for the in vivo treatment of malaria infection 
in humans. Applicant has not enabled the breadth of the claimed invention In view of the 
teachings of the specification because the use for the instant invention disclosed 
in the specification is the in vivo treatment/prevention of malaria infection In humans. 
The state of the art is such that is unpredictable in the absence of appropriate evidence 
as to how the instant Invention could be used for the in vivo treatment/prevention of 
malaria infection in humans. 

Judge Lourie stated in Enzo Biochem Inc. v. Calgene Inc. CAFC 52 USPQ2d 1 129 that: 
The statutory basis for the enablement requirement is found in Section 112, Para. 1, 
which provides in relevant part that: 

The specification shall contain a written description of the invention, and of the manner 
and process of making and using it, in such full, clear, (X)ncise, and exact terms as to 
enable any person skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and use the same. . . .35 U.S.C. Section 
112, Para. 1 (1994). "To be enabling, the specification of a patent must teach those 
skilled in the art how to make and use the full scope of the claimed invention without 
'undue experimentation.' " Genentech, Inc. v. Novo Nordisk, A/S , 108 F.3d 1361, 1365, 
42 USPQ2d 1001, 1004 (Fed Or. 1997) (quoting In re Wright, 999 F.2d 1557, 1561, 27 
USPQ2d 1510, 1513 (Fed Cir. 1993)). Whether claims are sufficiently enabled by a 
disclosure in a specification is determined as of the date that the patent application was 
first filed, see Hybritech, Inc. v. Monoclonal Antibodies, Inc. , 802 F.2d 1367, 1384, 231 
USPQ 81, 94 (Fed. Cir. 1986), which in this case is October 20, 1983 for both the '931 
and '149 patents. 

We have held that a patent specification complies with the statute even if a "reasonable" 
amount of routine experimentation is required in order to practice a claimed invention, 
but that such experimentation must not be "undue. " See. e.g.. Wands , 858 F.2d at 736- 
37,8 USPQ2d at 1404 ("Enablement is not precluded by the necessity for some 
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experimentation .... However, experimentation needed to practice tlie invention must 
not be undue experimentation. The key word is 'undue,' not 'experimentation.' ") 
(footnotes, citations, and internal quotation marks omitted). In In re Wands , we set forth 
a number of factors which a court may consider In determining whether a disclosure 
would require undue experimentation. These factors were set forth as follows: 
(1) the quantity of experimentation necessary, (2) the amount of direction or guidance 
presented, (3) the presence or absence of working examples, (4) the nature of the 
invention, (5) the state of the prior art, (6) the relative skill of those in the art, (7) the 
predictability or unpredictability of the art, and (8) the breadth of the claims. 
Id. at 737, 8 USPQ2d at 1404. We have also noted that all of the factors need not be 
reviewed when determining whether a disclosure is enabling. See Amgen, Inc. v. 
Chugai Pharm. Co., Ltd. , 927 F.2d 1200, 1213, 18 USPQ2d 1016, 1027 (Fed. Cir. 
1991) (noting that the Wands factors "are illustrative, not mandatory. What is relevant 
depends on the facts. "). 

Regarding Wands factors 4,5,7,8, tine claimed inventions are drawn to a vaccine 
composition that can be used to treat/prevent malaria. The substantial/real life use for 
the claimed inventions are preventing and treating malaria infection. There is currently 
no known vaccine containing a malarial peptide for treating or preventing malaria (see 
Ritchie et a!.). Ritchie et al. states: ""But the vaccine, which has been promised to be 
'just around the comer" for many years, remains elusive." (see abstract). Thus, there is 
no cun-ent malarial vaccine. Thus, the state of the art is that it is highly unpredictable 
whether any particular malarial derived peptide could be used as a vaccine to treat 
malaria in humans. As per Wands factor (8), the claimed inventions are used for 
preventing and treating malarial infection. It is also noted that Ritchie et al. Indicate that 
successful malarial vaccine would have to stimulate antibody responses (see page 697, 
first column, second paragraph) wherein there is no evidence of record that the peptides 
recited in the claims have such a property. Ritchie et al. also disclose that particular 
combinations of malarial peptides will probably be required wherein the nature of such 
peptide combinations has not yet been elucidated (see page 696, second column and 
page 697, first column). Ritchie et al. indicate that there are at least 5000 known 
malarial proteins (see page 698, second column). 
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Regarding Wands factors 1-3,7 there is no disclosure in the specification of 
experimental data indicating that the claimed peptide can be used to prevent or treat 
nnalarial infection in vivo in humans. Thus, use of a particular peptide for 
treatment/prevention of malarial infection is an unpredictable field where extensive 
experimentation and guidance would be required to use the claimed vaccine or 
pharmaceutical composition in vivo in humans. The specification provides no evidence 
predictive of whether the claimed invention could be used in vivo in humans to 
treat/prevent malarial infection. Regarding Wands factor 6, the relative skill of those in 
the art is high (eg. Ph.D. or M.D.). 

Undue experimentation would be required of one skilled in the art to practice the instant 
invention using the teaching of the specification. See In re Wands 8 USPQ2d 
1400(CAFC 1988). 

10. Claims 12,14,16 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

a) There is no support in the specification as originally filed for the scope of claim 
12 that recites "said amino acid sequence of SEQ ID No.1 being capable of binding to 
human leukocyte antigen HLA-A2 when said sequence is present in said isolated 
peptide". Said phrase implies that the peptide of 10- 100 amino acids containing SEQ ID 
No. 1 would bind HLA-A2 and this is not disclosed in the specification as originally filed. 
There is no support in the specification as originally filed for the scope of the claimed 
invention (eg. the claimed invention constitutes new matter). 

b) There is no support in the specification as originally filed for the scope of claim 
12 that recites "said sequences being recognized by cytotoxic T lymphocytes (CTLs) 
from individuals currently or previously infected by Plasmodium". The specification does 
not disclose that said peptide would be recognized by individuals currently or previously 
infected by Plasmodium. The specification is limited to TRAP antigen derived peptides 
from Plasmodium falciparum, not Plasmodium per se (which would encompass 
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other strains of Plasmodium such as vivax, etc). Also, the peptide of SEQ ID No 1 is 
disclosed in the specification as HLA A2 restricted so it would only be recognized by 
CTL that were from HLA-A2 positive individuals. 

There is no support in the specification as originally filed for the scope of the claimed 
invention (eg. the claimed invention constitutes new matter). 

c) There is no support in the specification as originally filed for the scope of 
claim 12 that recites "immunogenidty enhancing lipid tail". The specification discloses 
use of a lipid tail that can "enhance CTL induction in vivo" (see page 2, lines 23-25). 
However the specification does not disclose the scope of the claimed invention which 
encompasses lipid tails which can enhance immunogenidty per se (eg. other than CTL 
induction in vivo, for example enhances B cell responses ). There is no support in the 
spedfication as originally filed for the scope of the daimed invention (eg. the daimed 
invention constitutes new matter). 

d) There is no support in the specification as originally filed for the scope of 
claim 1 6 that recites "pharmaceutically acceptable carrier". The spedfication discloses 
use of the claimed peptide with an adjuvant (see page 9), but does not disclose the 
scope of the claimed invention which constitutes use of nonadjuvant pharmaceutically 
acceptable carriers. There is no support in the specification as originally filed for the 
scope of the daimed invention (eg. the daimed invention constitutes new matter). 

11. Claims 12,14,16 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The daim(s) contains subject matter which 
was not described in the spedfication in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most neariy connected, to wake and/or use the 
invention. 

The specification is not enabling for the peptide of daim 12 wherein "said amino 
acid sequence of SEQ ID No.1 being capable of binding to human leukocyte antigen 
HLA-A2 when said sequence is present in said isolated peptide" and wherein "said 
sequences being recognized by cytotoxic T lymphocytes (CTLs) from individuals 
currently or previously infected by Plasmodium". 

Judge Lourie stated in Enzo Biochem Inc. v. Calgene Inc. CAFC 52 USPQ2d 1 129 that: 
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The statutory basis for the enablement requirement is found in Sectbn 112, Para. 1, 
which provides in relevant part that: 

The spedfication shall contain a written description of the invention, and of the manner 
and process of making and using it, in such full, clear, (X)ncise, and exact terms as to 
enable any person skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and use the same. . . .35 U.S.C. Section 
112, Para. 1 (1994). "To be enabling, the specification of a patent must teach those 
skilled in the art how to make and use the full scope of the claimed invention without 
'undue experimentation.' " Genentech, Inc. v. Novo Nordisk, A/S , 108 F.3d 1361, 1365, 
42 USPQ2d 1001, 1004 (Fed. Cir. 1997) (quoting In re Wright, 999 F.2d 1557, 1561, 27 
USPQ2d 1510. 1513 (Fed. Cir. 1993)). Whether claims are sufficiently enabled by a 
disclosure in a specification is determined as of the date that the patent application was 
first filed, see Hybritech, Inc. v. Monoclonal Antibodies, Inc. , 802 F.2d 1367, 1384, 231 
USPQ 81, 94 (Fed. Cir. 1986), which in this case is October 20, 1983 for both the '931 
and '149 patents. 

We have held that a patent specification complies with the statute even if a "reasonable" 
amount of routine experimentation is required in order to practice a claimed invention, 
but that such experimentation must not be "undue. " See, e.g., Wands , 858 F.2d at 736- 
37, 8 USPQ2d at 1404 ("Enablement is not precluded by the necessity for some 
experimentation .... However, experimentation needed to practice the invention must 
not be undue experimentation. The key word is 'undue,' not 'experimentation.' ") 
(footnotes, citations, and internal quotation marks omitted). In In re Wands , we set forth 
a number of factors which a court may consider in determining whether a disclosure 
would require undue experimentation. These factors were set forth as follows: 
(1) the quantity of experimentation necessary, (2) the amount of direction or guidance 
presented, (3) the presence or absence of working examples, (4) the nature of the 
invention, (5) the state of the prior art, (6) the relative skill of those in the art. (7) the 
predictability or unpredictability of the art, and (8) the breadth of the claims. 
Id. at 737, 8 USPQ2d at 1404. We have also noted that all of the factors need not be 
reviewed when determining whether a disclosure is enabling. See Amgen, Inc. v. 
ChugaiPharm. Co., Ltd. , 927 F. 2d 1200, 1213, 18 USPQ2d 
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1016, 1027 (Fed. Cir. 1991) (noting that the Wands factors "are illustrative, not 
mandatory. What is relevant depends on the facts."). 

Regarding Wands factors 4,5,7,8, the claimed inventions are drawn to a peptide that 
recites that "said amino acid sequence of SEQ ID No.1 being capable of binding to 
human leukocyte antigen HLA-A2 when said sequence is present in said isolated 
peptide". Said phrase implies that the peptide of 9- 100 amino acids containing SEQ ID 
No. 1 would bind HLA-A2. However, the art recognizes that HLA molecules generally do 
not bind peptides longer than 10 amino acids (see Yoon et al., page 24, first column, 
second paragraph). Therefore, it would not be expected that the vast majority of 
peptides encompassed by the range 9-100 would bind HLA-A2. Regarding the limitation 
"said sequences being recognized by cytotoxic T lymphocytes (CTLs) from individuals 
currently or previously infected by Plasmodium" the specification does not disclose that 
said peptide would be recognized by individuals currently or previously Infected by 
Plasmodium. The specification is limited to TRAP antigen derived peptides from 
Plasmodium falciparum, not Plasmodium per se (which would encompass other strains 
of Plasmodium such as vivax, etc). Plasmodium vivax does not contain the sequence 
recited in the claims and therefore CTL against the vivax strain would not recognize said 
peptide. Also, the peptide of SEQ ID No 1 is disclosed in the specification as HLA A2 
restricted so it would only be recognized by CTL that were from HLA-A2 positive 
individuals. 

Regarding Wands factors 1-3,7 there is no disclosure in the specification of 
experimental data indicating that the claimed peptides of 11-100 amino acids would 
bind HLA-A2. There is no disclosure in the specification of experimental data indicating 
that CTL against the Plasmodium vivax strain would recognize the peptide recited in 
the claims. There is no disclosure in the specification of experimental data indicating the 
peptide of SEQ ID No 1 would be recognized by CTL other than that were derived from 
HLA-A2 positive individuals. Regarding Wands factor 6, the relative skill of those In the 
art is high (eg. Ph.D. or M.D.). 

Undue experimentation would be required of one skilled in the art to practice the Instant 
invention using the teaching of the specification. See In re Wands 8 USPQ2d 
1400(CAFC 1988). 
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12. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in ttiis or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

13. Claims 12,14,16 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Hill et al. (WO 95/26982). 

Regarding the prior art, for the same reasons that the claims lack written description 
and enablement under 35 USC 112, first paragraph, they are not entitled to priority to 
the parent applications to which priority is claimed. 

Hill et al. disclose the peptide of SEQ. ID. No. 1 (see page 18, claim 1, tr26) with a lipid 
tail at the N or C terminus, wherein said lipid enhances CTL induction in vivo (see page 
2, lines 23-25). The lipid tail is covalently linked (see page 9, line 30 wherein reference 
21 discloses covalent linkage of the lipid tall). Hill et al. disclose said peptide with an 
adjuvant (see page 9). The recitation of an intended use carries no weight in the instant 
product claim. 

14. No claim is allowed. 

15. Any inquiry concerning this communication or eariler communications from the 
examiner should be directed to Ron Schwadron, Ph.D. whose telephone number Is 571 
272-0851 . The examiner can normally be reached Monday to Thursday from 7:30am to 
6:00pm. If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Christina Chan, can be reached at 571 272 0841. The fax phone 
number for the organization where this application or proceeding Is assigned is 703- 
872-9306. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-dlrect.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 
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